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FREEDOM OF INFORMATION SUMMARY

Bovatec® for Pasture Cattle

GENERAL INFORMATION
NADA: 96-298
Sponsor: Alpharma Inc.

One Executive Drive
Fort Lee, NJ 07024

Established Name: | Lasalocid
Trade Name: BOVATEC®
Marketing Status: . OTC
EFFECT OF SUPPLEMENT:

21 CFR 558.311 currently provides for the use of lasalocid (1) to improve feed efficiency
and increase rate of weight gain in cattle fed in confinement for slaughter, (2) to increase
rate of weight gain in pasture cattle (slaughter, stocker, feeder cattle, and dairy and beef
replacement heifers) when fed daily in at least one pound of supplemental feed, and (3) to
increase rate of weight gain in pasture cattle (slaughter, stocker, feeder cattle, and dairy and
beef replacement heifers) when lasalocid is provided in a free-choice supplemental feed.

The Animal Drug Availability Act of 1996 (ADAA) eliminated the requirement for dose
optimization of a new animal drug. A dose or dose range is approvable up to a maximal
dose that has been shown not to cause human or target animal safety concerns and does not
depress animal response to the drug below that of the most efficacious dose [Federal
Register 62(214):59832]. Based upon this provision, the effect of this supplement is to
provide for free-choice and hand-fed consumption of lasalocid at a rate of not less than 60
mg nor more than 300 mg per head per day to increase rate of weight gain in pasture cattle
as described in the following sections.

INDICATIONS FOR USE

For increased rate of weight gain in pasture cattle (slaughter, stocker, feeder cattle, and
dairy and beef replacement heifers).
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III. DOSAGE FORM, DOSAGE, AND ADMINISTRATION

Bovatec medicated premix: ¢ Bovatec® 20 Liquid, liquid premix containing
90.7 g lasalocid sodium activity per pound.

e Bovatec® 68, dry premix containing 68 g lasalocid
sodium activity per pound.

e Bovatec® 150, dry premix containing 150 g
lasalocid sodium activity per pound.

Bovatec Dosage: Use Level : Indications for Use
Feed continuously in a free- For increased rate of weight
choice or hand-fed gain in pasture cattle
supplemental feed to p}rgvide (slaughter, stocker, feeder
not less than 60 nor more than cattle, and dairy and beef
300 mg/head/day. Daily replacement heifers) when fed
lasalocid intakes in excess of in a free-choice or hand-fed

200 mg/head/day have not been  supplemental feed.
shown to be more effective than

200 mg lasalocid/head/day. For

hand-fed use, the drug must be

contained in at least 1 pound of

supplement.

IV. EFFECTIVENESS:

For Cattle Hand-Fed:

Summary of Efficacy Data (4s previously described in FOI Summary Dated April, 1984
Jor Bovatec for Pasture Cattle: 49 FR December 20, 1984, p. 49449 approval.)

Fifteen well controlled replicated studies were conducted in slaughter, stocker, and feeder
cattle on pasture in 12 different states. Duration of the studies ranged from 84 to 142 days
with an average of 107 days. Steers were fed in 12 studies and heifers were fed in 3
studies. At the beginning of the study, animal weights ranged from 300 to 947 pounds and
averaged 568 pounds. Each study contained replicates of nonmedicated control animals
for comparison purposes.

Statistical Analysis

Analysis of variance was conducted on each study, considering the 0, 50, 100, 200, and
300 mg lasalocid treatments. The estimated treatment study means were pooled in an
analysis of variance which included terms for an overall mean, treatment, location, and
study within location. Each treatment-study mean was weighted by the number of
replications contributing to that mean. The lower end of the statistically effective treatment
dose was determined by non-overlapping confidence intervals on the predicted responses at
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0, 50, and 100 mg/head/day Bovatec at the 0.95 level of confidence. The upper end of the
range was determined by a linear plateau model for the treatment means.

Results of Efficacy Studies

From the pooled analysis of the fifteen pasture studies, the estimated treatment means for
average daily gain (ADG) are as follows:

Control 1.26 Ib/day
50 mg Bovatec 1.27 Ib/day
100 mg Bovatec 1.32 Ib/day
200 mg Bovatec 1.40 b/day
300 mg Bovatec 1.42 Ib/day

Average daily gain results from the pooling of the fifteen studies indicate that the one-sided
95% confidence interval on the prechcted response at 0 mg/head/day Bovatec did not
overlap the corresponding confidence 1nte;rva1 at 60 mg/head/day Bovatec. The linear
plateau model indicated a linear trend in average daily gain response over the interval 0 to
200 mg/head/day Bovatec with no statistical improvement in average daily gain from 200
to 300 mg/head/day Bovatec. In summary, the overall analysis of these fifteen field studies
indicates that when Bovatec is incorporated in the grain supplement to slaughter, stocker,
or feeder cattle between 60 and 200 mg/head/day, the cattle had a significant (P<0.05)
improvement in gain over cattle fed the grain supplement without Bovatec.

Details and Results of the Individual Studies

Study C-50

This study was conducted at the University of Missouri Research Farm, Columbia,
Missouri, by Dr. J. A. Paterson and Dr. D. K. Bowman, Department of Animal Science,
College of Agriculture, University of Missouri, Columbia, Missouri.

Forty-three steers, average initial weight 484 pounds, were fed for 112 days on fescue
pasture. Only those treatments will be reported which relate to this claim. Each treatment
was replicated three times with five animals per replicate.

Control Bovatec 200 mg/head/day

ADG (Ib) 1.12 0.98

Study C-51

This study was conducted at the University of Arkansas Beef Substation at Newport,
Arkansas, by Dr. J. W. Spears, Department of Animal Science, College of Agriculture,
University of Arkansas, Fayetteville, Arkansas.

Sixty-four steers, average initial weight 476 pounds, were fed for 113 days on fescue
pasture. Only those treatments will be reported which relate to this claim. Each treatment
was replicated two times with eight animals per replicate.




Page 4
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; Bovatec 100 Bovatec 200

+ Control mg/head/day mg/head/day
ADG (Ib) 0.94 0.95 0.94
Study C-62

This study was conducted at the University of Missouri Research Farm, Columbia,
Missouri, by Dr. J. A. Paterson, Department of Animal Science, College of Agriculture,
Columbia, Missouri.

Fifty steers, average initial weight 464 pounds, were fed for 105 days on tall fescue
pasture. The carrier for the drug was either soybean oil meal or dehydrated alfalfa +
distillers dried grains. Each treatment was replicated two times with five animals per
replicate. E

: Dehydrated Alfalfa +
“Soybean Qil Meal Distillers Dried Grains
Bovatec 0 Bovatec 200 Bovatec 0 Bovatec 200
: Control meg/head/day | mg/head/day | me/head/day | mg/head/day
ADG (Ib) 0 0.94 1.10 1.05 1.15

Study C-79

This study was conducted at Kansas State University Research Farms, Manhattan, Kansas,
by Dr. L. Corah and Dr. J. G. Riley, Department of Animal Science, College of
Agriculture, Kansas State University, Manhattan, Kansas.

Eighty-eight steers, average initial weight 557 pounds, were fed for 100 days on
bromegrass pasture. Each treatment was replicated four times with two replicates
containing four animals and two replicates containing seven animals in each treatment.

Bovatec 100 Bovatec 200 Bovatec 300
Control mg/head/day mg/head/day mg/head/day
- ADG (Ib) 2.17 2.24 2.37 2.24
Study C-80

This study was conducted at Middle Tennessee Experiment Station, Springhill, Tennessee,
by Dr. J. W. Holloway and Dr. J. W. High, Department of Animal Science, University of
Tennessee, Knoxville, Tennessee.

Seventy-two heifers, average initial weight 625 pounds, were fed for 84 days on fescue
pasture. Each treatment was replicated five times with three animals per replicate. Only
those treatments will be reported which were included in the pooled analysis.
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Lasalocid 50

Lasalocid 100

Control mg/head/day mg/head/day
ADG (Ib) 1.37 1.37 1.45
Study C-84

This study was conducted at the University of Arkansas Beef Substation, Newport,
Arkansas, by Dr. J. W. Spears, Department of Animal Science, College of Agriculture,

University of Arkansas, Fayetteville, Arkansas.

Eighty-four steers, average initial weight 758 pounds, were fed for 90 day on a) tall fescue
— white clover — bermudagrass, b) rye-ryegrass — arrowleaf clover — bermudagrass, and ¢)
wheat — ryegrass — arrowleaf clover — bermudagrass pastures. Each treatment was

replicated three times with seven animals per replicate.”

All animals received a total of six

pounds of grain per head per day for the first 45 days of the study and 10 pounds per head
per day during the remamder of the study. Cattle were slaughtered directly off the pasture

study.

*One replicate of each treatment was pastured on each pasture type (a, b, or c).

Lasalocid 100 Lasalocid 200 Lasalocid 300
Control mg/head/day mg/head/day mg/head/day
ADG (Ib) 1.42 1.47 1.65 1.65

Study C-91

This study was conducted at North Carolina State University Animal Science Research
Farm, Raleigh, North Carolina, by Dr. J. W. Spears, Department of Animal Science,
College of Agriculture, North Carolina State University, Raleigh, North Carolina.

Seventy-two steers, average initial weight of 658 pounds were fed for 126 days on tall
fescue, orchardgrass, and ladino clover pastures. Each treatment was replicated three times
with eight animals per replicate.

Lasalocid 200 Lasalocid 300
Control mg/head/day mg/head/day
ADG (Ib) 1.11 1.32 1.26
Study C-92

This study was conducted at Dunmor, Kentucky, by Dr. N. Bradley, Lexington, Kentucky.

Sixty-four steers, average initial weight of 458 pounds, were fed for 112 days on grass-
clover mixed pastures. Each treatment was replicated two times with eight animals per

replicate.
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Tasalocid 300

" Lasilocid 100 | Lasalocid 200
K Control mg/head/day meg/head/day meg/head/day
ADG (Ib) . 1.06 1.10 1.13 1.14
Study C-94A

This study was conducted at the Moorman Manufacturing Co. Beef Research Farm,
Mindon, Illinois, by Dr. Albert Peter, Moorman Manufacturing Co., Quincy, Illinois.

Eighty steer calves, average initial weight 518 pounds, were fed for 112 days on alfalfa-
- orchardgrass pasture. Each treatment was replicated two times with ten animals per

replicate.
Lasalocid 100 | Lasalocid 200 | Lasalocid 300..
Control mg/head/day mg/head/day mg/head/day.. ;
ADG (Ib) 1.08 - 1.10 1.19 1.27
Study C-102

This study was conducted at the University of Florida Experiment Station Ona, Ona,
Florida, by Dr. Glyn Horton, Department of Animal Science, Ona Experiment Station,

~ Ona, Florida.

One hundred ninety-two heifers, average initial weight 528 pounds, were fed for 112 days
on Ona stargrass pastures. Each treatment was replicated three times with 16 animals per

replicate.
Lasalocid 50 | Lasalocid 100 | - Lasalocid 200
_ Control mg/head/day mg/head/day mg/head/day
ADG (Ib) 0.99 1.04 1.05 1.15
Study C-103

This study was conducted at Southeastern Kansas Experiment Station, Kansas State
- University, Parsons, Kansas, by Dr. Lyle Lomas, Department of Animal Science, Kansas
State University, Parsons, Kansas.

Seventy-two steers, average initial weight of 642 pounds, were fed for 112 days on smooth
bromegrass pastures. Each treatment was replicated three times with eight animals per

replicate.
Lasalocid 100 Lasalocid 200
Control mg/head/day mg/head/day
ADG (Ib) 1.34 1.55 1.66
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This study was conducted at the Animal Science Research Farm, South Dako,fa State
University, Brookings, South Dakota, by Dr. Lawrence Embry, Department of Animal
Science, College of Agriculture, South Dakota State University, Brookings, South Dakota.

Sixty-four steers, average initial weight 686 pounds, were fed for 142 days on a
bromegrass-alfalfa pasture. Each treatment was replicated four times with four animals per

replicate.
Lasalocid 100 Lasalocid 200 | Lasalocid 300
_ Control mg/head/day mg/head/day mg/head/day
ADG (Ib) 1.33 1.28 1.39 1.56

This study was conducted at the Horton Feedlot and Research Center, Wellington,

Colorado, by Dr. Dallas Horton, Horton Feedlot and Research Center, Wellington,

Colorado.

Ninety-six heifers, average initial weight 509 pounds, were fed for 98 days on brome and
western wheat grass pastures. Each treatment was replicated four times with eight animals

per replicate.
Lasalocid 50 - Lasalocid 100
: Control mg/head/day - mg/head/day
ADG (Ib) 1.42 1.51 1.53
Study C-172

This study was conducted at the Simpson Experiment Station, Pendleton, South Carolina,
by Dr. D. L. Cross, Department of Animal Science, College of Agriculture, Clemson

University, Clemson, South Carolina.

Sixty-three steers, average initial weight 557 pounds, were fed for 98 days on
bermudagrass pastures. Each treatment was replicated three times with seven animals per

replicate.
Lasalocid 50 Lasalocid 100
Control mg/head/day mg/head/day
ADG (Ib) 1.16 1.15 1.23
Study C-185

This study was conducted at the Oregon State University Research Farms (Soap Creek
Ranch and Berry Creek Ranch), Corvallis, Oregon, by Dr. Dale Weber, Department of
Animal Science, College of Agriculture, Oregon State University, Corvallis, Oregon.




Page 8

Sixty steers, average initial weight 610 pounds; were fed for 91 days on subterranean
clover, tall fescue and ry¢ grass pastures: The study was conducted in two blocks with
three treatments per block. Each treatment was replicated two times with five animals per
replicate.

" Tasalocid 50 | Lasalocid 100

Control mg/head/day mg/head/day
{ ADG (Ib) ‘ 1.07 1.12 1.25

For Cattle Fed Free-Choice:

Summary of Efﬁcacy Data (4s previously described in FOI Summary Dated December 2,

;] 985 for Bovatec for Pasture Cattle Fed on a Free-Choice Basis: 51 FR February 12,
1986, p. 5162-3 approval.)

A total of 566 stocker and feeder cattle were used in nine replicated well-controlled studies
on pastures in eight different states. Each study contained replicates of nonmedicated
control animals for comparison purposes. Duration of the studies ranged from 84 to 112
days. Steers were used in all studies. Two pens of heifers were included in one study. A
total of 306 animals received lasalocid in free-choice supplements and their rate of weight
gain was compared to the rate of weight gain for 260 nonmedicated control animals. At
the beginning of the studies, animal weights ranged from 436 to 848 pounds and averaged
597 pounds. Thirty-six medicated animals from two additional studies were included in
the determination of average lasalocid intake and in establishing the coefficient of variation
for lasalocid intake.

The initial approval for free-choice lasalocid consumption for pasture cattle did not contain
provision for use in dairy and beef replacement heifers. Approval of free-choice lasalocid
for dairy and beef replacement heifers was covered in a FOI Summary dated March 1987.
Safety data presented in that FOI Summary remain the basis for inclusion of these classes
of cattle in the free-choice lasalocid approval.

Statistical Analysis

An analysis of variance (ANOVA) was made for each study, using the average daily gain
(AGD) results from both the control and Bovatec-treated groups. The variances of
individual studies were found to be homogeneous (Barlett’s test), and ADG results from
the nine studies were pooled for an overall analysis. Treatment difference was determined
using a two-tailed t-test. The consumption data, reported as average intake of Bovatec in
mg per head per day (mg/hd/day), from the medicated replications in all eleven studies
were evaluated for each 14-day period. These data were used to establish average lasalocid
intake for each study and in making an estimation of the variance in average lasalocid
intake between 14-day periods within the studies. The amount of variation in lasalocid
intake was then described as a percentage of average lasalocid intake by calculating a
Coefficient of Variation (C.V.).
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Results

From the pooled analysis of the nine pasture studies, the estimated treatment means for
average daily gain (ADG) are as follows:

Control 1.540 1b/day
Bovatec Medicated Supplements 1.602 lb/day

In summary, the overall analyses of these nine field studies indicate that when Bovatec was
fed to slaughter, stocker or feeder cattle on pasture in free-choice supplemental feeds, these
cattle had significant (P=0.036) improvement in rate of gain over cattle fed the
supplements without Bovatec. Further, Bovatec was effective when received by the treated
cattle with variation in average daily intake, which produced a Coefficient of Variation of
35.08%.

Details and Results of the Individual Studies

Study C-94-B

This study was conducted at Moorman Beef Research Farm, Moorman Manufacturing Co.,
Quincy, Ilinois, by Dr. A. P. Peter, Manager, Beef Cattle Research, Moorman
Manufacturing Co., Quincy, Illinois.

Ninety steers, average initial weight 512 pounds, were fed for 98 days on alfalfa-
orchardgrass pastures. Each treatment was replicated three times with ten animals per
replicate.

Bovatec, as Lasalocid, g/t
Control (3 reps 4000) — (3 reps 6000)
ADG (Ib) 0.66 0.80
Bovatec (mg/hd/day) 0.0 197.1

Study C-154

This study was conducted at the Moorman Beef Research Farm, Moorman Manufacturmg
Co., Quincy, Illinois, Dr. A. P. Peter, Manager, Beef Cattle Research, Moorman
Manufacturlng Co., Quincy, Illinois.

Forty-eight steers, average initial weight 498 pounds, were fed for 84 days on alfalfa-
bromegrass pastures. Each treatment was replicated two times with eight animals per
replicate.

Bovatec, as Lasalocid, o/t
Control (2 reps 1440) — (2 reps 2880)

ADG (1b) 1.61 1.80

Bovatec (mg/hd/day) 0.0 187.2
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Study C-84-29

This study was conducted at Oregon State University, Corvallis, Oregon, by Dr. Dale
Weber, Department of Animal Science, Oregon State University, Corvallis, Oregon.

Forty-two stocker cattle (14 heifers, 28 steers) average initial weight 652 pounds, were fed-

for 84 days on meadow foxtail, subterranean clover, tall fescue and perennial ryegrass
pastures. Each treatment was replicated three times with seven animals per replicate.

Control Bovatec; as Lasalocid, 1440 o/t
ADG (Ib) 2.59 ‘ 2.70
Bovatec (mg/hd/day) 0.0 148.4

Study C-84-30

This study was conducted at the University of Kentucky, COHege of Agriculture Research
Farms, Lexington, Kentucky, by Dr. James A. Boling, Department of Animal 801ence
Umversrfy of Kentucky, Lexington, Kentucky.

Sixty-four steers, average initial weight 594 pounds, were fed for 98 days on tall fescue-
Kentucky bluegrass pastures. Each treatment was replicated four times with eight animals
per replicate. :

Control Bovatec, as Lasalocid. 1440 g/t
ADG (Ib) 1.19 1.17
Bovatec (mg/hd/day) 0.0 102.1

Study C-84-31

This stﬁdy was conducted at the Coastal Plains Experiment Station, Tifton, Georgia, by Dr.
P.R. Utley and G. M. Hill, University of Georgia, Coastal Plains Experiment Station,
Tifton, Georgia.

Fifty steers, average initial weight 681 pounds, were fed for 98 days on bahiagrass
pastures. Each treatment was replicated five times with five animals per replicate.

Control Bovatec, as Lasalocid . 1440 o/t
ADG (Ib) : 1.07 1.22
Bovatec (mg/hd/day) 0.0 161.9

Study C-84-32

This study was conducted at the Simpson Agricultural Station, Clemson, South Carolina,
by Dr. Dee L. Cross, Department of Animal Science, Clemson University, Clemson, South
Carolina.
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Sixty-four steers, average initial weight 667 pounds, were fed for 98 days on fescue and
bermudagrass pastures. Each treatment was replicated four times with eight animals per

replicate.
Control - Bovatec, as Lasalocid . 1440 ¢/t
ADG (1b) 0.60 0.69
‘| Bovatec (mg/hd/day) 0.0

- Study C-84-34

1132

“This study was conducted at Johnson Farms, Parma, Idaho, by Dr. E. G. Johnson, Parma,

‘Idaho.

‘Eighty steers, average initial weight 622 pounds, were fed for 98 days on irrigated alta
fescue pastures. Each treatment was replicated fives times with eight animals per replicate.

Control Bovatec, as Lasalocid, 1440 o/t
:ADG (Ib) 1.74. 1.66
- | Bovatec (mg/hd/day) 0.0 199.4

- Study C-84-35

" This study was conducted at Hoffman-La Roche, Inc., Animal Science Research
Experiment Farm, Wrightstown, New Jersey, by Mr. Howard Eisenbeis, Wrightstown,

_ New Jersey.

, ‘Sixty-four steers, average initial weight 610 pounds, were fed for 112 days on ryegrass,
bromegrass, orchardgrass, clover and alfalfa mix pastures. Each treatment was replicated

four times with eight animals per treatment.

Control Bovatec. as Lasalocid. 1440 g/t
"ADG (1b) 2.49 2.57
Bovatec (mg/hd/day) 0.0 186.9

- Study C-84-36

This study was conducted at the University of Florida, Agricultural Research and
Educational Center, Ona, Florida, by Dr. David Sanson, University of Florida, Ona,

Florida.

Sixty-four steers, average initial weight 619 pounds, were fed for 98 days on Ona stargrass
pastures. Each treatment was replicated four times with eight steers per replicate.

' Control - Bovatec, as Lasalocid, 1440 o/t
ADG (1b) 1.55 1.51
Bovatec (mg/hd/day) 0.0 156.7
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SAFETY FOR THE TARGET SPECIES

For Cattle Hand-Fed:

The target animal safety for the administration of 300 mg/head/day lasalocid to slaughter,
stocker, and feeder cattle on pasture is described in FOI Summary Dated April, 1984 for
Bovatec for Pasture Cattle: 49 FR December 20, 1984, p. 49449 approval. Two animal
safety studies were conducted in which pasture cattle were offered 200, 600, and 1000 mg
of lasalocid per head daily in one pound of grain for 90 or 98 days. No toxic effects were
reported in either study, and the data indicated that lasalocid was safe at five times the
proposed dosage (5 X 200 mg/head/day).

For Cattle Fed Free-Choice:

The target animal safety for the administration of 300 mg/head/day lasalocid on a free-
choice basis to slaughter, stocker, and feeder cattle on pasture is described in FOI

- Summary Dated December 2, 1985 for Bovatec for Pasture Cattle Fed on a Free-Choice

Basis: 51 FR February 12, 1986, p. 5162-3 approval. Three hundred forty-two cattle from
the studies used in determining average daily drug intake were exposed to lasalocid in self-
fed pasture supplements with concentrations of 1440 to 6000 g/t for periods of 84 to 112
days. No adverse reactions or dangerously excessive intakes were noted. The highest
average daily intake of lasalocid for any group of cattle for one 14-day period was 596 mg
per head, and intake decreased in the following periods. It was concluded that the addition
of lasalocid to self-fed supplements for cattle on pasture is safe for use at various:
concentrations.

- HUMAN SAFETY

An FOI Summary was prepared with a supplemental application to NADA 96-298,
approved 8/6/1982, providing for the use of lasalocid in complete feeds for cattle in
confinement at the rate of 100-360 mg per head daily as detailed in 21 CFR Section
558.311. The current application is for use of lasalocid premixes for hand-feeding, or to

- formulate various free-choice supplemental feeds, to provide lasalocid intakes of 60 to 300

mg/head/day on a nonconfined basis; therefore, the previous FOI Summary covers the
toxicity, safe concentrations of residues, metabolism, total residues, and regulatory method
aspects for the use of lasalocid for nonconfined cattle.

AGENCY CONCLUSIONS:

The data submitted in support of this NADA satisfy the requirements of section 512 of the
Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the implementing
regulations. The data demonstrates that 60-300 mg lasalocid/head/day when used in
pasture cattle (slaughter, stocker, feeder cattle, and dairy and beef replacement heifers) is
safe and effective for increased rate of weight gain. However, intakes of lasalocid in
excess of 200 mg/head/day have not been shown to be more effectlve than 200
mg/head/day.
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The Center for Veterinary Medicine has concluded that, for this product, adequate
directions for use by the layman have been provided. Historically, the industry is familiar
with the handling and mixing of Type A medicated articles into Type B and C medicated
feeds. Lasalocid is not a controlled substance. Thus, labeling is adequate for the intended
use.

Under the Center's supplemental approval policy (21 CFR 514.106(b)(2)), this is a
Category II change. The approval of this change is not expected to have any adverse effect
on the safety or effectiveness of this new animal drug. Accordingly, this approval did not
require a reevaluation of the safety and effectiveness data in the parent application.

Under section 512(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act, this approval
for food producing animals does not qualify for marketing exclusivity because the
supplemental application does not contain substantial evidence of the effectiveness of the
drug involved, any studies of animal safety, or, in the case of food producing animals,

“human food safety studies (other‘than bioequivalence or residue studies) required for the

approval and conducted or sponsored by the applicant.
LABELING
The following labeling is attached:

Bovatec ® 68 (dry Type A Medicated Article)

Bovatec ® 150 (dry Type A Medicated Article)

Bovatec ® Liquid 20 (liquid Type A Article)

Blue Bird Lasalocid (Cattle Hand-Fed Supplement)

Blue Bird M (Ruminant Free-Choice Mineral and Vitamin Supplement)

Blue Bird L (Ruminant Free-Choice Mineral and Vitamin Supplement - Liquid)

AU
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Active
- Ingradient

oy

E

in a canir suitable fof incorparatian In feed.

Mixing
directions

to mbing fn final feed. Do not feed undituted.,

A - For ingreased rate of for control
o coteidiesis caused by Eimeiia o aNd £, suemil

£, crandals, €. oxdnofals (. € para sad £, intricsts in
sheep maintained in canfinement.
Faniling dicect
For lmpmm emdafency in ol
than 30 ‘ton.of tore i matter) ta provide

o lst fhan 100 mg dos more thart ot g par b s .

25 pras
s hun 250 mg normere han 360 mg per head pes daj..
trol 8f co cattlar
Feed mnunuuusiy tthe g of 20 grams oflsaloci per lon o total ration (36% iy catter) 0 provide an intake of $ g af salocid por 2.2
pounds of bady weight par
ot piovention f sovadiost n sheept 3
2

by more than 30 gran tonof " dry mattecy
1han 15 mg g per e i
. i
i 5 i (fype A Medicated Acticle) with 125 pars of finely graund ron-mecdicated
feests de i i lisaloci) pet pound.
b Using the fallowing Tete feeds:
in o per preml
por tan of complata feed mixed:
‘gamsfion ol ‘poundsfian '
0 5 z
r 10 4
s 125 5
30 ® 6

“paximum appraved concentration in complete feeds,

2
3. Diy supplements

it odicated Artice} with 2.1
X Fommyle ‘i ane 0 1 bag of awatecea

e with 120163 of ron-medicated feedistufls.

20 grams pa: premix
v
wondn | malb ‘poundidon .

198 50 s
200 100 10
300 150 15
350 180 18
00 200 0
500 250 25
608 kL 30
720 360 36
800 400 40
1200 §00 0
1440 720 72

d vida 10 10 30 grams per ton for catle andl 20 to 30 grams per ton for

@
sheep [n the mmplolu
b, Liguid supplemenis -mma foradditian o dry feads

apHrange of 48 in posi upto
viszosity nat less than 300 ¢ps. N
{2) Conventi i 148 ireulation required dafy and prict to use '
8 stocker, feader catl Foti f weight gain and f
ocker, fearler catita, and
Feeding dirsctions: —

Fornegonsor ata t walght g
e oo ot s i ot s 300mgper et o da. Dy sl ke s of 200 et b et
been shown to be i ffective than 200 g salocliesdiday.

For cosrtrol af eoocidiosis;
Hand faed cantinuaush 2t the ate of 1 mg of lasalocid per 2.2 paunds ! imum 360
ot day)
1. Faads b
. Intermediate Blending: Mix 1 part of Bovatee 68 premi (Typa A Medicated Alude) with 12,3 parts of finely ground non-medicated
fito irovide an interraediate p
. Ftat bénding! See 15hiE below:
In foods orsuppléstents  Toathlova o dd f r
2 5 grams per foad or atthd
ibihesil/day pertanof
Pounds per ton gramsiton
T iz
100 200
00 400
300 i 00
2 GG
180 100
200 200
300 200
3 60 4 B
g 133 66.5
0 267 1235
300 - A1, b
k) &0 3 0
100 10
00 0 10
300 30 150
2 e .
the isted in section
31k showe.
'nedsmﬂs fonmiesn memeinet pmm\xc\:nhm!ng 20 grams of lasaloéid per pound. o exzmmu, mix ane.50 T biag of Bavatec 68
th 120 Ibs o nop-mediatéd eotslufl:
Pl 3
o
amsAtan ‘poundston
400 0
600 30
00 40
1000 50
1200 0
1440 7
3, Froe chalen {sef-fec) supplements -
i than 60 snora than 300 mg of lasalacid per head per day.
f Type C free-choke i i i licatic FRA)

rypa A Medicates Article fo b mixed with feed to, pmdum 3 TkpeC medicaéd feed. The Type.C ls Sormulated to provide 3 13 glesslodd 10
To b fad 25 the solé fatian for up ta &-anH 112 weeks of aga.

Caution

o not 5 i T3, a8 ingestion may be fatal. Tha safety af lasalocid

fatal to caltie and sheep.

" " . Avold
Warnlng ughly -
Do not usan ealves 1o he pracassed for veal.
_ NOTE: Coeridioss w
NADA 96-288, Approved by FDA
wareedty Take Tima
PALP
b ain 8
Aphamate. Observe Label
Qe S 0 Directions (=]
O e oo =3
Nat wt 50 18 (22.68 kg) Mada In USA [
i 7103380105 LN
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Type A Medicated Article
(medicated premix)

150 grams {33.1%) o fasal n a carr

t ion i eed.

directions

Ths product shautd be further diluted in an to muing i final feed. [ Do ot feed undiuted. |

A
of coxcidiosis caused by Eimeria bovs andl £. 2

gl
Shoap - For prvanton f <oxediows cavse b Eerta o, £, crandills, . cvnaibls ninakoklyakumovae), £ parva and E. inteicata in
shee maintained in contmement,

For impraved

W for catol

Feeding directions:
For Improved fead offldency in cattle:
Feed canlinuausly a the rate of not lss than 10 gtams nor more than 30 graras of lasalocid pet tan of tofal ration {30% dry malte) to piovide
notless than 103 g nér mare than 360 mg per head par day,
For Improved of
Feed continuously at the rate of not fess Whan 25 prams nor mora s gram) v of st s o of totl o (90% iy mate o prove
ot ess than 250 mg Rot more than 360 mg per head per doy.
Forcontolof cocldcss e
the rate of 30 grarms. ! total tn (80% dry matet grovie  nako f 1 g of koot pm 2.2
s of oy wahl por 1 <ol o 300 pordts s 360 s et g
For provontion of coccldlosts In sheep:
Feed conlinuously at the sate of ot fess than 20 grams nor more than 30 grams of lesglocid s ton f ot aton (0% sy e
to provide not fess than 15 mg nor more than 70 mg per head per sy depending an body weig

i 4

2, iniermediate blending: Mix 1 part of Bovatec 150 P A e Atide w29 ot o
fectistults 12 provide 2o intermethate premix containing 5 grams of Lesalocid per

b. Lsing (his mtesimesdiate premix, the foliowing Lable watid apply 1o the pr e complete feeds:

“add the foliawl = of

fead: grams el P
‘parton of complate feed mixed:
=3 ED e
20 10 4
5 2% 5
30 15 6

L
*Maxiturm approved coricentiation in complete feeds,

2. Dry supplements
(1) intetmediate Elending: Mix 1 part of Bovatec Medcaed Al wil 65 parts of
fecdstuts 1o provde 2n Intermediate preas containing 20 grams of lasaload pe
(2 Using this ieimedist prem, he akoing able would apiy 1o the mattacite et supplements:

‘amounits of

@ Tharaughy masupplerment it granand foughiag toprowde 1010 30 gams e 0n for catle g 010 0 gams pos on fox
sheep in the comgle
b. Liguid suplements e o stion o sy feeds
(1) Supplements wah sisipending agents) shoufd be i 2 pH range ol 48 and o
viscosity not les than 300 ¢ps.
(2) Conventianal apH range of 4.8, ied dally and prios 10 use.

8. Bastura enttlo Gaugber, stocksr, fosdar éattle, and daley increased rata of weight
cantrol of coccidiosis caused by Eimeriz bovis and €. zuermii;

Foeding directions:

Farincraased rate of welght galn:
Feed o the rate of nat fess than 60 mq nor more than 300 g per head per day. in excess of
been shown 1o be more effective than 200 g asalocidheadidoy.

Far conteol of savddiasis:

Hand feed continuously at the rate of 1 mg of fasalacsd per 2.2 pourids of hody weight per day in cattle up o 800:pouPds (masmurn 360:mg.
P day.

1, Fods bok

a g: Mix 1 part of Bovatec

feni
b Final blending: See fable below:

Medicatal Ay wih 29w of el greund non nefised
f tasaloxid per poun

In feeds or supploments  Taachlave a g amounts of
fedattharato ot lasstodd Intake af: 5 grams po t v
toiheadrday porton

‘pounds por ton ‘gramsiton
2
a0

150

i i it listed 1 section
8.1 aboe,

1 pirtof ovatee 150 7P proie ype A Moo A wih 6. s o fnely graund non- medata
50

feedtutts 320 grams . For Ibbag of Bavatec 150 £
Premix with 325 fos of non-medicated feedstutfs,

oUsing Ui itemedite prni, he lolouing e would syt Whe manafaciue of astut supplements

Inthe supplnmom: 20 grams.per paund nermodinto pmmlx
e

Quamsiton. paundsiton
400 20,

600
800
1000
1200
]

3. Frea cholco {self-fed) supplemants

F than 60 tmg nos rore than 30 mg of lasalocid per head per déy
Type ¢ frea.choice feeds from th dieated Feeq License Agph Y]

0 ot allow harses ar otter eduines access Lo premixes or supplements containing lasalacid, a5 Maestion may be fatal The salety of lsalocid
b 1 -

fatai 10 catlle and sheep,

ith wash ughly wit watar after |

Da ot usein ealves 0 bo processed for veal.

JOTE: Cacic i i
IMPORTANT: g betare use. Bovatec® further

NADA 96-208, Approved by FDA

>

Marated by Take Time

Heima st B
e e Observe Labe)
ot L, Hew iy 07024 Diractions
Net wt 50 L8 22,68 kg) MadeinUSA
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List No. 710127

Control

Expires:

Type A Medicated Article (medicated premix)
Brand of lasalocid

CATTLE: for improved feed efficiency and increased rate of weight gain when used in
medicated feeds for cattle fed in confinement for slaughter. For increased rate of weight
gain when used in medicated feeds for pasture cattle (slaughter, stocker, feeder cattle, and
dairy and beef replacement heifers).

; For contral of coccidiosis caused by Eimeria hovis and E. zvernii i catile up to 800 lbs,
SHEEP: Far prevention of coccidiosis caused by Eimeria oving, E: crandalfis, E. ovinoidalis
(E. ninakohiyakimovae), E. parva and E. intricata in sheep maintained in confinement.

Each pound contaifis 30.7 grams (20%) of lasalocid (as lasalocid sodium activity) in a carrier suitabie for
incorporation in liquid feed supplements.
IMPORTANT: Must be thoroughly mixed in feeds before use.”

DO NOT FEED UNDILUTED
Net Wt. 50 Lb. {22.68 kg}
NADA 96-298, Approved by FDA

72 ALPHARMA..

" rimal Heaih Diviion

See side panel for use directions

Time

Alphama Inc.

One Executive Drive, Fort Leg, New Jersey 07024

Ohserve Labet B
Directions Mads inthe US.A. AHL-295 0105

USE DIRECTIONS:

A FEEDLOT CATTLE BEING FED IN CONFINEMENT FOR SLAUGHTER - FOR IMPROVED
FEED EFFICIENCY AND INCREASED RATE OF WEIGHT GAIN:AND FOR CONTROL OF
COCTIPIOSIS CAUSED BY Eimerfa bovis AND E. zuemnii.

SHEEP - FOR PREVENTION OF COCCIDIOSIS CAUSED BY Eiineriz ovina, E. crandallis,
E. bvinoidalis {E. ninakohlyakimovae); £. parva ARD E. intricata IN SHEEP
MAINTAINED IN CONFINEMENT,

FEEDING DIRECTIONS: . .

FOR IMPROVED FEED EFFICIENCY IN CATTLE: Feed continuatsly at the'rate of not less-than 10
‘grams rior move than 30-grams of kasalocid per ton of totat ration (30% dry matter} to
pravide not Jéss than 100 mg nor more than 360 ing pér head per dy.

FOR IMPROVED FEED' EFFICIENCY AND INCREASED RATE OF WEIGHT GAIN N CATTLE: Feed
continuously at the rate of not less than 25 grams nor more than 30 grams of lasalodid per
ton of total ration {90% dry matter} to provide not fess than 250 mg nor more than 360 mg
per head per day. "

FOR CONTROL OF COCCIDIOSIS IN CATILE: Feed continuously at the rate of 30 grams of
Jasalocid per tori of total ration (80% dry matter) to provide an intzke of 1 mg of lasalocid per
2.2 pounds of body weight per day in catile up to 800 pounds {maximum 360 mg per day).

FOR PREVENTION OF COCCIDIOSIS IN SHEEP: Feed continuously at the rate of not fess than 20
grarmis nor more than 30 grams of fasalocid per ton of tatal ration (30% dry matter) to
provide not less than 15 mg nor miore than 70'mg per head per day-depending on body
weight. BN )

B: PASTURE CATTLE (SLAUGHTER, STOCKER, FEEDER CATTLE, AND DAIRY AND.BEEF
REPLACEMENT HEIFERS) ~ FOR INCREASED RATE OF WEIGHT GAIN AND FOR
CONTROL OF COCCIDIOS!S CAUSED BY Eimeria bovis AND E zuerni.

FEEDING DIRECTIONS:

FOR INCREAGED RATE OF WEIGHT GAIN: Feed at the rate of not less than 80 mg nor more than
300-mg per head per day. Hand-fed: The drug.must be contained in at feast orie pound of
feed, Self-fed: Free- choice feed.must be manufactured under a feed milt license utifizing an
FDA approved formulation. Daily lasatocid intakes in excess of 200. mgfhead/day have not
been shown to be fnore effective than 200 mg lasalocid/Mead/day,

FOR CONTROL.OF COCCIDIOSIS: Hand feed continuously at the rate of 1 mg of lasalocid per 2.2
pounds of body weight per day in cattie up to 800 pounds (maximurs 360 mg per day).

MIXING DIRECTIONS - for i into fiquid feed
(1) Agitate Bovatec Liquid 20 before use.
(2) Supplements with suspending agent(s) should be in a pH range of 4 - & and maintain
pasitional stabifity for up 16 three months with a viscosity not less than 300 cps.
(3) Conventional fiquid supplernents should be in a pH range of 4 - 8. Ten minute
recirculation required dily and prior to use.

0060010

“The following is provided a5 a guide n determining the quantity of Bavatec Liquid 20 (Type A Medicated Articlej to be
atided in praparing liquid feed supplaments (LFS). Praparation of intermediate liquid premix is nat recommended.
. LPS TO BE FED UNDILUTED
As 2 ype € Modicated Feed - Hand-Fed or Top Dressed

Amount of LFS To achleve a Bovatec Liguid 20
1o be fed tasalocid intake of per Ton LFS

Lb./Head/Day) {Moftiead/Day) Pounds  Fluid Qunca*
25 0.67
05 60 2.65 392
05 70 309 457
05 100 a8 65.3
0.5 . 200 8.83 1308
05 360 15.88 2350
1.0 15 34 4.9
10 0 133 196
10 70 155 29
10 100 221 n7
10 200 441 653
10 360 7.94 175

LES TO BE DILUTED
As a Type 8 Medicated Feed - Mixed into a Feed
Amaunt of LFS Lasalocid in ‘Bovatec Liquid 20
to be added to final fead per Ton LFS
final foed (ta/Ton) {Gram/Ton) * Pounds” Fiuid Ounces

100 10 221 7
100 20 442 853
100 25 552 816
100 30 6.62 978
150 10 1.48 218
150 20 296 436
150 25 3.68 544
150 30 442 853
200 10 1.1 164
200 20 2.21 R7
20 2 276 408
200 30 33 430

6. i 3.033)

NOTE: Coccidiosis may ceaur when young pasture catle are co-mingled with aruit cattle passing coccidial 00oysts.
<. low orses or i -85S to premixes or ining lasalodid, as ingastion
may bie fatal.. The safety of lasalocid in unapproved spedies has not besn established. Feeding undiluted or mixing
errors resulting i excessive cancentrations of lasalacid could be fatat 10 attle and sheep.

WARNING: When mixing and handiing lasalocid liquid prefwix, use protective dothing and impervious
gloves. Avaid contact with eyes. Operators should wash thoroughly with soap and water after handling.
A withdrawal period has not been d for this product in pi cafves.

Do not yse In calves to be processed for veal.
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Lot

<

Blue Bird Lasalocid
Cattle Hand-Fed Supplement
. Type C Feed
MEDICATED

For increased rate of weight gain in pasture cattle (slaughter, stocker, feeder cattle, and dairy and beef
replacement heifers).

ACTIVE DRUG INGREDIENT
Lasalocid (as 1asalocid SOQIUM) ..occvueeuieesrrsrrceicneritcn st iss s nsessessneseesvosasssasmanssnnons ' g/ton
GUARANTEED ANALYSIS
Crude Protein, NOTLIESS ThaI ..ceeciccccceiieirenicceeernssssncsesessunmrssnerissssnsssenesssnssesessssnissaasransassasnsesennsasen S %
Crude Protein from non-protein nitrogen (NPN)', not more than ...... SN %
‘Crude Fat, not less than ........... rtereeinseeinaresiesstaranasantrsanan ...................................... . %
Crude Fiber, not MOre tham ...cccecersreecvemiirieiveecesreerssasacnsereieeaiemsinesansones rneceriertesssveraressasnreisannesas evrean %
Calcium, notless than ....cceceeeene reeaas fruvmimaspensasiesensssrasa e s by e A S st s s er b e %
Calcium, NOt MOTETHAN  .ivvrieererervriserseesicicnnesnesorereansaressaisinnssin . ebeisets eeerrereseesneresenaeans o reerreresenies %
Phosphorus not less than o.eceeveceieeenns ecaneean e sene st T AU, SR %
Salt! , hot less than ......... Careereinreranns SR T reeietereeserenseessane eesreeieeasue eeeereeetestesnarieresenensanr s %
Salt! , hot more than ............ pevreennn meetrenseseasanenesgaetansenninninn vesenrenrrasenessanan enesannbrnteiabterasanaantterarassasanges %
'Potassium, not 1ess than ......ccccerecreennes nrraneneas resnversinnes reonrnrresnsheniiesannt emesinaban eemaranns eeedeeeriseareseurearanes %
Vitamin A', 00t €8s than .....c..cuevereeierernmsnen: eosesrusieroeseners eieeemrassenreen S, IU/b
'f added.
INGREDIENTS

Ingredients as defined by AAFCO.
. FEEDING BIRECTIONS

Feed continuously on a hand-fed basis at a rate of not less than 60 mg nor more than 300-mg of lasalocid per

N head per day. The drug must be contained in at least 1 1b of feed. Daily intakes of lasalocid in excess of 200

mg/head/day have not been shown to be more effective than 200 mg/head/day.
CAUTION

The safety of lasalocid in unapproved species-has not been established. ‘Do not allow horses or other equines
access to supplements. containing lasalocid as ingestion may be fatal.

WARNING

A withdrawal period has not been established for this product.in pre-ruminating cattle. Do not use in calves to be
processed for veal.

NET WEIGHT ON BAG OR BULK

BLUE BIRD FEED MILLS
Any Town, USA 12345

5/01




Lot
Blue Bird Lasalocid - M
Cattle Free-Choice Mineral and Vitamin Supplement
Type C Feed
MEDICATED
For increased rate-of weight gain in pasture cattle (slanghter, stocker, feeder cattle, and dairy and beef replacement heifers).

ACTIVE DRUG INGREDIENT

Lasalocid (as lasalocid sodxum) ........................................... 1440 g/ton

Calcium, ot 1esSthan .....oevviieeeeeeeeeee e e e e emnes s eereeaecrmneieeaarneeernsedaieiieenansens iresennnsenneen ceetmrieen
Calcium, not more than
Phosphorus, not less than

SAlt!, DOt 1655 thAN vivcvnrvrenrreseeeceesasstienssesesseesmssnesnseesnsssessesanss e i esesassanresaes

Salt!, DOt MOTE thAN <.eeoeereieeecieese e etes s sssessiser e o aesiessaesseseraemnasesseneen I ireivessreseereeesesasrease = %
Magnesium, not 1ess than ...t s eerireirteters et she e e e - %
Potassitm, N0t 1688 thAI ..cccveveeieeieeicereeseeeceessterseessnsers paessas sesessnsasntesisessssrtensesreseseen teesireennesanresaterensrens %
Copper, not less than ....... rireeenenstSeasueassbesaneassuesae %
Selenium, not less than . . Y%
A1 TS (T ) T ) o SO eerrerrennan feeniasainss e as e aniam e nssnini verseeme e saseenianreen st anes %
Vitamin A', not less than IU/1b

11f added.

INGREDIENTS

Ingredients as defined by AAFCO.
FEEDING DIRECTIONS
Feed continuously on‘a free-choice basis. Pasture and roughage should be adequate to assure consumption of Blue Bird
Lasalocid—M will be. 1.34.10-6.66 ozAead/day (which provides for 66 to 300 mg lasalocid). If cattle consume more-or less
than these amounts, trying moving feeder farther or closer to-the general resting or water areas. Daily intakes of lasalocid
in excess of 200 mg/head/day (4.44 oz/head/day of Blue Bird Lasalocid - M) havenot been shown to be more effective than
200 mg/head/day. :
CAUTION

The safety of lasalocid in unapproved species has not been established. Do not allow horses or other equines access to
supplements containing lasalocid as ingestion may be fatal. :

WARNING

A withdrawal period has not been established for this product in pre-ruminating cattle. Do not use in calves to be processed
forveal.

NET WEIGHT ON BAG OR BULK

BLUE BIRD FEED MILLS
Any Town, USA 12345

* Feed Mill License required for free-choice feeds.

5/01
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Blue Bird Lasalocid ~ L
Cattle Free-Choice Liquid Supplement
Liquid Type C Feed
MEDICATED

For increased rate of weight gain in pasture cattle (slaughter, stocker, feeder cattle, and dairy and beef replacement heifers).

ACTIVE DRUG INGREDIENT

Lasalocid (as 1a5al0Cid SOIUM) ....oeereeerisircoraericiiseniesensisinesscassiesnemsinsenssasssssasssmssesesmasassssissansacs o 1o eeearaann 150 gfton
GUARANTEED ANALYSIS

Crude Protein, not less than ........ eeeabaeveieeeassceteestesssesiessestomressesstsinceniasiesararress eresieenes Y%
Crude Protein from non-protein nltrogen (NPN) not more than . , . o %.
Crude Fat, not less than ......ccceveeecesennas seensenseessnaneansaeneslsdabraaroreing b aninsnnsarase rerneiaseebesesteeseseseiat s nrrnaaar iemressesaes %
Crude Fiber, not more than ..........ccccencennsicusae e eeeusnratesnnassesarerestanennbesesbinerassenesbnetssers b sapeses e ny b pese st s e e st S %
Calcium, not less than ........ ; %
Calcium, DOt MOTE ThAN .vevueeiereerecceneeieeseesesneeessecensinnssiesnsssivensnisnessses nirereeereenneees veevnsne eeriecsaetnrenesratensonsnenerees %
Phosphorus, not‘less than T : . %
Salt!, not less than ............... Creseens . %
Salt', not MOre than .........covewimecrresesrinecns Suerdhesnsrenens TP SN » evemnine %
Potassium, not less than . , - A , %
Vitamin A, not less than rereeeinies yoaveedarsbmuerasareabestonsarperarasiaerira . erenieans 1U/1b

'If added.
INGREDIENTS
Ingredients as defined by AAFCO. -

FEEDING DIRECTIONS

Lot

Once cattle have been acclimated to a non-medicated free-choice liquid supplement, approximately 14 days, feed continuously on a free-
chaice basis, -Pasture and roughage should be adequate to assure consumption of supplement will be 0.8 to 4.0 Ibsthead/day (which
provides 60 to 300 mg lasalocid). If cattle.consume more or less than these amounts, try (1) moving feeder further or closer to the general
resting or ‘water area; ot (2) increasing -or ‘decreasing number of aniimal$ per wheel; or (3) utilize lick wheel limiter to regulate wheel .

. exposure = increasing exposure to increase consumption or decreasing exposureto decrease consutnption, making certain wheel turns

freely after each adjustment. Daily intakes-of lasalocid in excess of 200 mg/head/day (2.67 tbsthead/day of Blue Bird-L) have not béen

shown to be more effective than 200 mg/head/day.

CAUTION

The safety of lasalocid in unapproved species has not been established. Do net allow horses or other equines access to supplements

containing lasalocid as ingestion may be fatal.

WARNING

A withdrawal period has not-been established for this product in preé<ruminating cattle. Do not use in calves to be processed for

veal.
NET WEIGHT

BLUE BIRD FEED MILLS
Any Town, USA 12345

Expires: _ (Two months after manufacture)

* Feed Mill License required for free-choice feeds.

5/01




